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Dea r  M r. Jue l sgaa rd :  

I a m  wr i t ing  to  i n fo rm y o u  th a t th e  F o o d  a n d  D r u g  A d m in is t ra t ion (FDA )  h a s  n o t yet  
r eso l ved  th e  i ssues  r a i sed  i n  you r  c i t izen p e titio n  d a te d  Ap r i l  8 ,2 0 0 4 . Y o u r  p e titio n  
r e q u es ts th a t F D A : 

(1 )  R e f ra in  f r om pub l i s h i n g  a  draft  g u i d a n c e  th a t desc r i bes  p r i nc i p l es  fo r  d e te rm i n i n g  th e  
s imi la r i ty  o r  s a m e n e s s  o f b i o t echno l ogy - de r i v ed  p r o d uc ts, 

(2 )  R e f ra in  f r om app r o v i n g  a n y  b i o t echno l ogy - de r i v ed  p r o d uc t th a t is cha rac te r i zed  a s  
s im i la r  to  o r  th e  s a m e  as  a  G e n e n te c h  p r o d uc t b a s e d  o n  A g e n c y  fin d i n g s  o f safety o r  
e ffec t i veness  fo r  th e  G e n e n te c h  p r o d uc t, a n d  

(3 )  Deve l o p  a  p r ocess  u n d e r  wh i c h  G e n e n te c h  wi l l  b e  n o tifie d  o f a n y  p o te n tia l  u s e  o f its 
t r ade  secre t  o r  c o n fid e n tia l  c omme rc i a l  d a ta  a n d  i n fo rmat i on  a n d  m a y  i n t e r vene  to  
s top  s uch  u s e . 

F D A  h a s  b e e n  u n a b l e  to  r e ach  a  dec i s i on  o n  you r  p e titio n  b e c a u s e  it r a i ses  s ign i f icant  a n d  
c omp l e x  i ssues  r equ i r i n g  ex tens i ve  r ev i ew  a n d  ana l ys i s  b y  A g e n c y  o ff icials. Th is  i n te r im 
r e s ponse  is p r o v i d ed  i n  a c co r d ance  wi th  F D A  regu l a t i ons  o n  c i t izen p e titio n s  ( 2 1  C F R  
1 0 .30 (e ) (2 ) ) .  W e  wi l l  r e s p o n d  to  you r  p e titio n  a s  s o o n  as  w e  h a v e  r e a c h e d  a  dec i s i on  o n  
you r  r e q u es t. 

S i n ce r e1  y, 

c/S a n e  A . Axe l r a d  
Assoc i a t e  D i rec to r  fo r  Po l i cy  
C e n te r  fo r  D r u g  E v a l u a tio n  a n d  Resea r c h  
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